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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely Tiled 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1.704(b). r 

Status 

\)M Responsive to communication(s) filed on 31 October 2005 . 
2a)D This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) H Claim(s) 1^8 is/are pending in the application. 

4a) Of the above claim(s) 1^3 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) H Claim(s) ±8 is/are rejected. 
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8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 
Election/Restrictions 

Applicant's election of the invention of Group II, claims 4-8 and the specie of 1- 
hydroxy-2-(2-trans-nonenyl)-3-methyl-4(1H)-quinolone and polyethylene glycol in the 
reply filed on October 31 , 2005 is acknowledged. Applicant's arguments filed October 
31 , 2005 averring no undue burden being imposed to the Office for searching all of the 
claims presented herein have been considered, but are not found persuasive. The 
search for the composition and that for the method of improving adsorption are diverse 
in fields of search. Both searches are not coinciding with each other. The results for 
searching the composition may be overlapped with the method of improving the 
adsorption of the drug. Therefore, searching for all of the inventions presented in the 
case would impose undue burden to the Office. 

Accordingly, the restriction requirements are made final. 

Claims 1-3 are withdrawn from further consideration pursuant to 37 CFR 1 .142(b) 
as being drawn to a nonelected invention, there being-no allowable generic or linking 
claim. Election was made with traverse in the reply filed on October 31 , 2005. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this. Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 4-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over WO 
98/51306, the English equivalent US Patent 6,184,230 ('230) is also provided. 

'230 teaches the elected specie antibiotic, 1-hydroxy-2-(2-trans-nonenyl)-3- 
methyl-4(1H)-quinolone, as effective against H. pylori (See the abstract). '230 also 
teaches the antibiotic can be formulated into parenteral formulation and polyethylene 
glycol is one of the excipients being taught to be useful in formulating such parenteral 
formulation (See col. 4, lines 26-32). '230 also teaches the effective dosage of the 
instant antibiotic as 0.01 to 100mg daily (See col. 3, lines 58-60). 

'230 does not expressly teach the herein claimed weight ratio of the active and 
polyethylene glycol. 

It would have been obvious to one of ordinary skill in the art at the time of 
invention to formulate a pharmaceutical composition containing1-hydroxy-2-(2-trans- 
nonenyl)-3-methyl-4(1H)-quinolone and polyethylene glycol in the herein claimed weight 
ratio. 
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One of ordinary skill in the art would have been motivated to formulate a 
pharmaceutical composition containing1-hydroxy-2-(2-trans-nonenyl)-3-methyl-4(1 H)- 
quinolone and polyethylene glycol in the herein claimed weight ratio. As anyone of 
ordinary skill in the art will appreciate, preferred dosages are merely exemplary and 
serve as useful guideposts for the physician. There are, however, many reasons for 
varying dosages, including by orders of magnitude; for instance, an extremely heavy 
patient or one having an unusually severe infection would require a correspondingly 
higher dosage. Furthermore, it is routine during animal and clinical studies to 
dramatically vary dosage to obtain data on parameters such as toxicity. For these and 
other self-evident reasons, the optimization of result effect parameters (e.g., dosage 
range, dosing regimens) is obvious as being within the skill of the artisan. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to San-ming Hui whose telephone number is (571 ) 272- 
0626. The examiner can normally be reached on Mon 9:00 to 1 :00, Tu - Fri from 9:00 to 
6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, PhD., can be reached on (571) 272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 
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